Caution: Federal Law (USA and Canada} restricts this device to sale by or on the order of a physiclan.
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Important Information for the Operating Surgeon
Ceramic/Ceramic Total Hip System

PRODUCT DESCRIPTION AND IMPLANT MATERIALS

The Ceramic / Ceramic acetabular finers (26mm x 48/64mm and 32ram x 52/64mm diameter sizes} and fermoral heads (28mm and 32mmyNeulral, +4, -4} are manufaciured from aluminum oxide ceramic
(alumina - 15O 6474). The metal acetabular shells used with the ceramic liner are manufactured from TiBAI4Y (ASTM F136) and are porous coaled (CP litanium beads, ASTM FB7) for cemenlless press-
fit applications. Yhe comesponding metal hip stem components used in the study are from Encore’s FOUNDATION ¥, Revelation® and Linear® Hip Systems thal are porous-coated, semi-conslrained lolal
hip replacements intended for cementless press-fit applications. -

INDICATIONS

The Ceramic/Cerarnic Total Hip System is indicated for pimary total hip arthroplasly in patients with the following conditions:

1) inflammatory tissue disorders,; and,

2) noninflammatory degenerative joint disease including osteoarthritis, post-traumatic arthaiis or secondary adhritis, and avascular necrosis.
CONTRAINDICATIONS

1) infection;

2) sepsis,

3) ostecmyelitis:

4} rapid joinl destruction or bone absorplion apparent on roentgencgram,

54 skeletally immature patients and cases where there is a lass of abductor muysculature, poor bane stock, pocr skin coverage around hip joint which

would make lhe procedure unjustifiable;

B} uncooperative patienl or a patient with neurclogic disorders and incapable of following instructions;

) osledporosis:

8) mietabalic disorders which may impair bore formation,

g) osleomalacia; and

10} distant foci of infections fwhich may cause a hematogenous spread to the Jmplant site);

11} obesity; and,

12) foreign bady sensitivily
WARNINGS

Improper selectian, placement, positioning, and fixation of the implant components may result in unusual stress conditions and a subsequent reduction in service life of the prosthetic
implant. The surgean is to he thoroughly farmiliar with the implant, instruments, and surgical procedure prior to performing surgery.

PRESS FIT APPLICATICNS
Tight fixation at the time of surgery is critical to the success of the procedure. The femoral component stem must press fit inlo the fernur, which necessitalas pracise operative technique
and the use of specified instruments. latraoperative fracture of the femur can eccur during seating of the prosthesis. Bone stock musl be adequate to support the device.

ACETABULAR FIXATION SCREWS
Cautian should be exercised when using acetabulac shetl fixation screws to avoid the perforation of the pelvis and possible rupture of blood vessels.

AMIC ACETABULAR SHELL/LINER

. Fixation screws should be fully seated to assure stable fixation of the shelt, and to avoid interference with the ceramic liner which could lead te premature tailurestraciure of the
camponenl.

. Priar to seating the ceramic liner inta the shell component, surgical debris must be cleaned from the interior of the shell, Debris may inhibil the tiner frem locking into the shell
companent. Failure to properly seat the liner into the shell can lead to disassociation of the liner from Lhe shell and may cause it to bind in the wrong pesition, chip, or be
damaged.

. The ceramic liner should be ptaced in the shell by hand. Priar to impacling, take your finger and run along the rim to ensure the liner is even. Gently impact wilh the impactor
provided.

. The ceramic liner should not be implanted if the liner is damaged (e.g. if the liner is dropped an the Moor, or if the liner is scratched by an instrument) as this can significantly
aflect the structural integrity of the components.

. Replace bath the ceramic liner and metal acetabular sheil if the liner is chipped, cracked, or otherwise damaged during the implant procedure or postoperative timeframe. This
is because the acetabular shell laper, once deformed through assembly o its mating ceramic liner, should not be reassembled to another ceramic liner.

. Da not reassemble a ceramic liner and metat acetabular shell once they have been disassembled, due to lhe defermation incurred by the taper locking mechanism during the
initial assembly.

. (o not re-use ceramic finers. Even though the implant may appear undamaged, it may have small defects and internal stress patlerns which lead to garly failure/Iracture of the
campanent.

CERAMIC HEAD

. Do not use ceramic heads with carmpanents Irem other manufacturers because design, material, or tolerance difterences may lead to premature device failure. Ceramic heads
must only be used with hip sten tapers that correspond with the head tapers. Components of the system have been specifically designed te work lagether.
. The hip stem taper and head taper should be dry and free of ali contamination to ensure proper seating and assernbly. Failure to properly seat the head onto the stem can lead

to disassociation of the head from the stem or may cause it to be damaged.
. The head compaonent shauld be piaced on the stem taper gently while keeping the head and taper in alignment, and then firmly seated by sharply hitting the head using a soit
plastic hammer or impactor.

. Ceramic heads should not be implanted if the head or the cone of the stem is damaged (e.g. if the head is dropped on the floor, if the stemn taper is scratched by an instrument,
or if the head and stem were assembled and disassembled) as this can significantly affect the structural infegrity of the component.

. Do nol reassemtle a ceramic head and metal stem once they have been disassemsled, due to the defarmation incurred by the taper locking mechanism during the initial
assembly.

. if the ceramic head must be revised for any reason and the hip stern is firmly fixed, the revision should be made with a CoCr head and corresponding polyethylene finer and
metal shell.

- Do not re-use ceramic heads. £ven though the implant may appear undamaged, it may have small defects and inlernal stress patterns which lead ta early lailure of the device.

PRECAUTIONS

Tha palient must be advised of the limitation of the reconstruction and the need for protection of the implant from full weighl bearing untl adequate fixation and healing have occurred. Excessive aclivity
and traurma affecling the joint replacerrent have been implicated with premature fazilure of lhe reconstruction by loosening, fracture and/or wear of the prosthetic implants. Lonsening of the components
can result in increased production of wear parlicles, as well as damage 1o the bene. making successful revision surgery more difficult. The patient should be advised lo reparl any relaled pain, decrease in
range of malion, swelling, faver, and unusual incidences.

The patient is tg be cautioned Lo govem activilies and prolect lhe replaced joint from unreasonable stresses, and follow the inslructions of the physician with respect la follow-up care and trealmenl.

The patienl 1s lo be warmed of surgical risks, and made aware of possible adverse effacts. The patient is lo be warned that the device does not replace nammal healthy bone, and that ihe implant can
~ak or become damaged as a result of sirenuous actaty or trauma.

salized instruments are available and must be used 1o assure the accurate implanlalion of prosthetic components.
An implant shouid never be reused. Whike it may appear undamaged, imperfections may exisl which would reduce lhe senace hfe of the implant.
While race, intraoperative fraclure or breaking of instruments can occur. Instruments which have expenenced extensive use or excessive force are susceptible ko fracture. Instruments should be examined

far wear prior {o surgery.
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The safety ang affectiveness of the CaramiciCeramic Tolal Hip System has not been eslablished in patients with the follewing condttions, or undergoing the foliowing procrdures

1) functicnal deformity,

2) revision procedures where other treatments or devices have faded,

3) cemented lixation; and,

4) treatment of nenunion. femaoral neck and trachanleric fraclures of the proximal termur with head involvement.

VERSE EFFECTS

\ease refer to the Adverse Events Table, belaw, for fhe aperative site adverse evenls reported with the use of this davice syslem.

Table 1. Time Course Distribution of Operative Site Adverse Events for Ceramle/Ceramic Tota! Hip System vs. Conhrol Ceramic /Polyethylene Hip Systern Qui to 24 Manths Post- Operatively.

. Operative Ceramic/Ceramlc Original Study Population _Canfinued Access Populafion 17 Ceramic/Polyethylene Confral Population
Site 250-cases (237 patlents) enofled - 447 cases {400 patients) enrolled - 250 cases (242 pakietits) enrolled
Adverse Co- : . . .

Events ) . i . I :

Visitl] Op & .12 24 ] Tot | % op | & 1 12 |24 Yot % Op ) 12 24 Tol %
Ne=coses | 250 | 220 07 0§ 19 | - - 4477 343 |22 15 4 - - o] 20 .o |05 | eE | - -
evalualed o : : . :

Revision® Q 1 0 Q 1 AT, 0 | 0O ! 2 A% 0 5 [ 1 ] 2A4%

fractured i 0 0 o | A% 0 o Q o] 8] O a 0 o] Q ¢l 0%

Lincr

Clicking G 0 o] 1 1 A% 4] 0 0 4] 9] 674 0 ] o] 0 G 0%

wiwalking

Hip Pain z 2 1 I & 2.4% o 1 0 0 i 2% o 0 0 3 3 1.2%
 Dislocotion 7 0 4] 0 7 ?8% ] 2 0 | ? 2% W0 8] 0 0 10] %

Fracture 8 0 o Q 8 3.2% 3 g Q o & 1.3% 2 8] 0 0 2 B%

Fernu

Trachanteric 2 1 0 2 5 2% 0 3 1 | 5 1% 2 | 5 7z 1a 47

fursilis ;

wound 2 0 z 1 3 2% 1 1 u] 0 2 A% 2 0 2 4] 4 1 6%

Infection

OwT 3 | 8] ¢ 4 1.6% 1 0 0 o] 1 2% 4 0 9] 0 4 16%

Homatoma 2 o] 1 Q 3 1.2% 2 0 ¢ 0 2 4% 1 0 0 a | A%

lMexor 0 | 4] QO 1 A% 0 1 8] a i 2% ol o] a 0 a 0%

lendonitis .

Acetabular 1 a] 0 o] 1 A% 0 g 0 Q 0 0% O o 8] 0 0 0%

el Tumor

eterctopic Q 1 0 0 | A% 0 1 I 8] 2 A% v] 3 G ] 3 1.7%

Qssification

Trochanlaric 1 6] 0 ¢l 1 A% 4 0 0 a 4 S 1 0 0 Q 3 |.2%

wire Break.

Acctatular 0 Q 0] 8] a 0% O 0 o} a 0 0% 1 0 Q H 2z 8%

Lossening

leg Length o o o] o ¢l 0% 0 0 B & Q 0% 2 0 o) Q 2 a%

Inequalily e

fracture ¢} 9] 0 0 0 0% 0 Q 0 Q G 0% o] 5] 1 G | A%

Pubic Rami 1

Ahduclor o] [0} 0 0 O 0% 0 8} 8] Q Q 0% 1 0 0 Ml 1 AR

Weakness

Misoriented 0 [¥] o] ¢ 0 0% 1 0 0 8] 1 2% 0 o} 0 o] 4] 0%

Shell

Hip Infection 0 0 0 0 4] 0% 2 4] i ] 3 bT% 1] o] o] Q 0 0%

TOTAL 29 7 4 5 45 23 10 3 3 39 C ] 28 9 8 7 52

Op = infracperativety: & = § menths; 12 =12 monlhs; 24 = 24 months postoperative; Tot = tolat, Table includes all operative site advense events - device reloted ond
wnrelated' . % = tolal number of o particular adverse event reported divided by number of coses enrofied. * Revisions, included here, were not included amaeng the
operative site adverse evenls reporlad and analyzed by the sponsor, Howevar, ihe adverse events that led 1o the revisions were reported and analyzed. The sponsar kisted
and analyzed revisions separately under survivorship.

General adverse efects reported for any total hip replacement surgery inciude:

1) Accelaratad wear of the articulating surfaces of acetabular companents has been reported following total hip replacement. Such waar may be
initiated by particles of cemenl, metal, or other debris which can cause abrasion of the articulating surfaces. Accelerated wear shorlens the useful life of the prosthesis, and Izads Lo eady
revision surgery 10 replace the womn prosthetic components.

2] Metaliosis and osleotysis may be implicated from wear debris associated wilh the use of orhopedic implarits

3} Peripheral neuropathies have been reported following total joint surgery. Subclinical nerve damage occurs mare frequently, possibly the resull of surgical trauma.

43 Meatal sensitivity reactions in patients foliowing joint replacement have been rarely reported. Implantalion of foreign malerial in tissuas can result in histoiogical
reactions involving macrophages and fibroblasts. The dlinical significance of this effect is uncertain, as similar changes may ooccur as a precursor to, ar during the healing process. In some
cases, wear debns can initiate the process of hisliocytic granuloma formation and consequent osleolysis and loosening of the imglant.

5} Dislocation and subluxation of implant componants can result from improper positioning of the components. Muscle and fibrous tissue laxity can alsa conlribute
10 these conditions

5) Implants can loosen or migrate due 10 trauma or |gss of fixation

7] Intection can iead to failure of the joint replacement. -

8) While rare. fatigue fracture of the implant can occur as a resull of sirenuous activity, improper alignment, or duration of service.

9) Fracture of the femur can cocur while press-fitting (seating) the femoaral stem component ints the prepared femoral canal

1070 Aliergic reactions

Intracperative and early postaperative complicaliens can include:

1) femaoral or acelabular perforation, or fracture;

2 femara! fracture can occur while sealing the device,

3 damage to blood vessels;

4} temporary or permanent nerve damage resulling in pain or numbness of the affected limb;

5y undasirable shoriening or lengthening of the imb;

) traumatic arthrosis of the knee from intraoperative pesilioning of the extramity,

7 cardiovascular disorders including venous thrambasis, pulmenary embolism, or myocardial infarctiorn;

gastroinleslinal complicalions,
genitourinary complications,

hematoma;
b delayad wound healing,
12y infectian,
13) pan; and,
14) death
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t ale postoperative compheations can include

1) trochanteric avulsion as a resull of excess muscular weakening;

2] trochanieric non-union due o inadequate reattachment andfor early weight bearing,

33 aggravaled problems of the knae or ankle of the affecled timb or contralateral extramity by leg length discrepancy, loo much femoral medialization, or muscle
deficiency,

4] femaoral fracture by trauma of excessive loading, particularly in the presence of poor bone stock;

o periaricular calcification or assification | with or without impediment to joint mobility;
inadequate range of motion due to improper selection or positioning of components, by femaral impingement, and perarticular calcification;

localized progressive bane resorption (ostanlysis)

Study Design

The study wos @ praspactive, multi-center, concurenily controlled climcal tial. A tofal of 500 cases (4/% patients] wore enolled and randamized into 1 of 2 leclment groups. The
investigations! study group recaived The ceramic/ceramic hip, and the confrol group received o standard ceramic/polyathyiens hip. Pafients were followad uniit 1he lost patient
implonted atiained thair Z-year evaluation. Study patients consisted of Ihase who had inflamratory tissue disorders (&g, rheunatord arfhritis, iugus, ete}, osteoorthalis. post-traumatic
arthiitis Bsecondary ortheitis), o awascular necrosis, and less than 70 preaperative Homs Hip Score;, and, were candidatas for primary 1otal hip replacemant. Affor fulfilment of the aiginol
sludy enroliment, an additional 447 cerarmic/cerarnmic dovices were irmplanted in 400 patients under ‘Conlinued access’.  Satety daia lor his group s repoted in tho form of advane
cventsin Taple 1.

Clinical Patient Assessment

Each paticnt was evaluated af 6, 12, and 24 month post-operative fime infervals. At each visit o Harris Hip Score and A/P, M/L radiographs were obiained. Radiagraphs were evalualed
By an independent radiclogist, The study endpoints consisted of o comparison of mean HHS scores, complication rates, survival rates, end radiographic faiture rates (based on
lucencies/migration). Success/fallure of the study fie. of the investigafional cerarmic/caramic device] was based on comparisan of the resulls ol the sludy endpoints for the fwo
freatment groups. Acceptance criteria for success of the ceramic/cerarnic hip system required that it would perform within 5 points or 5 parcentage painls of he control hil system for
cach of ihe study endpoints

Study Population/Demographics

A total of 500 procedures were performed on 479 patients by 17 sugeons at 17 sites in the ariginal clinical trial. A total ot 250 mvestigational ceramicfceramic devices wers implanted
into 237 patients in the onginal clinical trial. Over Ihe same time period, 250 control devices were implanted in 242 palicnls. Forly-two patients (42) received bilaferctirmplants, 12
received investigational devices in both hips, 9 received control devices in both hips, and 21 patients recedved | investigational and 1 control device. The primany analysis included 5
investigalional patients and 8 conlrol patients who were protocal davialions. These patients were analyzed along with the group to which they wore ariginally randomized.  The 42
bilateral patients 84 cases) were not included in the efficacy analysis for comparison of mean HHS scores. The hiloteral HHS data was repared and analyzed separalely, however. The
bilateral patients/cases were included in the overall analysis of adverse events, device survival, ond radiographic tallure rates

Table 2: Demagraphics

*Demographics
Cutegory Fernale Male | Total
Study Control Study Control Study Contrel
Number of cases 112 133 138 17 250 250
Mean Age 558 419 54.3 57.8 550 08
Age Range 17-91 19-86 18-87 27-94 17-91 19-24
Mean Preop HHS 42.9 42.7 45 .4 46.5 448 44.5
HHS Range 855 10-68 12-49 12.69 5-69 10-49
Right Hip 53 77 &7 58 120 135
Ledi Hip 59 56 Al 5% 130 115

fincludeas bilateral cases: Study = Cercamiu!CerémiC. Conirol = Caramic/Folyethylene

“avice Accountability

ne course distribution of device accounicbilty al each fallow-up inlarval out o 2 years is provided in Table 3

Table 3: Device Accountability

Ceramic/Ceramic Study Ceramic/PE Control Population
Population (n=250) (n=250}
6 mo 1y >2 yrs* & mo 1 yr > 2 yrs*
Theoretical 250 250 250 250 250 250
Follow-up
ADealhs 0 1 & ] | 3
ARevisions 1 0 1 5 o . L)
Expected 249 248 243 245 244 F2l
_Foliow-up
Lost To 0 0 14 0 0 25
Follow-1p
Aclual BR.I% B3.5% 4.2% 47.8% 84% B9.2%
follow-Up % 200,249 207/248 (229/243) 216/246 2057244 (215/241})

Theoretical Follow-Up {TFUY = thearetical number of cases available for follow-up: Expacied Follow-Up (EFY) = TFU minus deaths and revisions; Actucl Fallew-Up (AFU) = cases
hat had clinical data available at specified folow-up inlerval; Lost to Follow-Up (LTFU} = EFU minus AFU; AFU (%) = AFU / EFU: " includes 2 year or next avaiable evalugation (3

or 4 year): n = number of cases; A cumulative from previous follow-up interval; tabie includes bilateral cases and protocal devialions

Safety and Effectiveness Data
Clinical testing was performed o delerming if the ceramic/ceramic device was as safe and effeclive as the control device. Efectivensss was asessed vsing the Hams Hig Score, Safety
was assessed according to complications, survival of the devices, and radiographic andlyses. Fredetermined acceplance crilefic were established for each endpainl. The Two
Ireatment groups: investigational (ceramic liners) and confral [polvethylene liners) were compared based on the acceptance criteria thol the ceramic/ceramic bip system wold
perform within 5 points or 5 percentage points for each endpoinl (6 percentage points for complications).

The resulls of the study, presented in Table 4, show that the study sucoess criteria established 1o demonstrate the safety and effectiveness of Ihe ceramic/ceramic hip system as
campared ta the conlral tolal hip systern, were mel. There were no increased Fisks associated with the ceramic insert. The sludy showed both freatmant groups lo be equivalent. All
scores and percentages refiect the oulcome at the Zyaar evalyation o il a parlicular patient missed their Z-year evaivation, the next annual evaluation was used. Thaere were no
radiagraphic failures; therefore, the percentages are not indicated in the tollowing fable,

Table 4: Safely and Effectivenegss Data

Study Conkrod
Mean 1$HS Scores” 9236 216
% of Potients with Related Complications 6.4% _ 4.8%
5% of Palicnts with Unreloted Complications 9.2% 14.1%
Survival** §9.6% 97.2%
Rudiogrghic Foiluras# o 0

Does not inctude continued aoccess data. anly dala from The orginal study popuiation; * includes unilaicral paticnis only {i.e. 186 study and 183 conlral). all other categones

inclugte bikyteral patients/dovices: ** lack of revision or removal; ¥lack of specified rodiolucendies and migration
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STERILIZATION

Uniess opened or damagad, components are supplied stenle in Wiple peel pouches of double plistar trays. Check all packaging for punctures or othar damage. Slerlizaten of components is by garmma
radiation Lo achieve a Slerility Assurance Level {SAL) of 10'6. When removing the implant, appropaale aseplic procedures must be observad. The culer barrier and as appropaale, the muddie barner may

tie opened by non-aseptic personnel. The inner barner musl be retneved by aseplic personnel and the implant must not come In contacl with any objects thal mughl damage lhe suface.

Warning: Do not autoclave any ceramic components or ceramic heads.

am Resterilization - -FOR
=TALLIC COMPONENTS ONLY!
Remaove from supplied packaging
and wrap in protective wrap

270° F. (132°C.) for 30 minutes
Gravity Displacement Autoclave
Slerility Assurance Level (SAL) of 10°

WARNING: Protect all machined tapers, coatings and polished surfaces. Standard cleaning procedures cannot be selied upon to remove contamination from plasma coating

Key to the symbols on ihe labeling:

®

Single use - do not reuse

STERILE | R

Sterility symbol
R:gamma radiation min.25 kGy

Expiration Date

[non-sterile!

MNon-sterile symbol :nonsterile

LOT

Lot number

Qty.

Quantity of items in package

See “Instructions for Use"

For further informaticn regarding the use of the ENCORE® Ceramic / Geramic Acetabular components, contact your ENCORE® representative or distributor.
ENCORE MEDICAL, L.P., 9800 Metric Bivd., Austin, TX 78758 USA {Made in the USA)
FOUNDATION®, LINEAR®, KEYSTONE®, are registered trademarks of Encore Medical Corporation, Austin, TX 78758 USA or its afiiliates.

0400-0082
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